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DETAILED ACTION 
Claims 3 and 18-50 are presented for examination. 

Applicant's Amendment filed October 9, 2007 has been received and entered 
into the present application. Claims 3 and 18-50 are pending and are herein examined 
on the merits. 

Applicant's arguments, filed October 9, 2007 have been fully considered. 
Rejections not reiterated from previous Office Actions are hereby withdrawn. The 
following rejections are either reiterated or newly applied. They constitute the complete 
set of rejections presently being applied to the instant application. 

Maintained Claim Rejections - 35 USC § 103 

The rejection of claims 3 and 18-50 under 35 U.S.C. 103(a) as being 
unpatentable over Thompson et al. (U.S. Patent No. 7034013 B2) in view of Chen et al. 
(US Patent No. 6383471 B1 ) has been maintained for the reasons stated in the prior 
Office Action July 5, 2007 and further in view of the following remarks. 

Claim Rejections - 35 USC § 102 (New Grounds of Rejection) 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

Claims 3 and 18-50 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Meadows et al. (WO 01/64187 A2) (cited on IDS). 

Meadows et al. discloses a formulation comprising an aqueous, micellar 
poloxamer, and propofol. 

Consequently, the reference anticipates the claimed invention defined in claims 3 
and 18-50. 

Response to Arguments 

Applicant has amended claims 3, 18, and 30 to indicate the composition does not 
include 5% or more sulfoalkyl ether cyclodextrin. Meadows et al. teach propofol 
solubilised in aqueous micellar preparations of poloxamers is stable at low 
concentrations and that such preparations are effective administration forms for 
propofol. 

Thompson et al. teach an injectable formulation of a sedative hypnotic drug, such 
as the anesthetic drug propofol, that is pharmaceutical^ stable and demonstrates a 
reduced incidence of pain upon injection. The formulation of the present invention 
employs a sulfoalkyl ether cyclodextrin solubilizing and complexing excipient. Specific 
embodiments of the present formulation are substantially lipid-free, or they can contain 
no lipid (see col. 25, lines 46-48). The propofol is generally present in amounts ranging 
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from about 0.1 % to 5% by weight or more preferably 1 % to 2% by wt. of propofol based 
upon the total weight of the formulation (see col 19, lines 9-12). Dosage levels of 
propofol for producing general anesthesia, both induction (for example about 2.0 2.5 
mg/kg of body weight for an adult) and maintenance (for example about 4 12 mg/kg of 
body weight/hr), and for producing a sedative effect (for example, 0.3 4.5 mg/kg of body 
weight/hr), may be derived from the substantial literature on propofol. The compound is 
used to provide an acidic medium for product stability. The formulation of the present 
invention can include a preservative, antioxidant, buffering agent, acidifying agent, 
alkalizing agent, antibacterial agent, antifungal agent, solubility enhancing agent, 
complexation enhancing agent, solvent, electrolyte, salt, water, stabilizer, tonicity 
modifier, antifoaming agent, oil, emulsifying agent, bulking agent, cryoprotectant or a 
combination thereof (see col. 20, lines 10-17). 

Chen et al. teach a pharmaceutical compositions by providing a composition of 
an ionizable hydrophobic therapeutic agent, an ionizing agent, and a surfactant, and 
neutralizing a portion of the ionizing agent with a neutralizing agent. Vitamins, such as 
tocopheryl PEG-1000 succinate (TPGS, available from Eastman), are also suitable 
surfactants (see col. 19, lines 52-56) and are included in the composition. 
Examples of suitable surfactants of this class are shown in Table 1 5. Poloxamer 237, 
PEG-40 stearate (see col. 29, lines 35-42). Among these preferred surfactants are 
tocopheryl PEG-1000 succinate, sorbitan monooleate; and poloxamers (see col. 
31, lines 16-25). 
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Clearly, one having ordinary skill in the art would have been motivated to use the 
teachings of Meadows et al. since it teaches an aqueous formulation of propofol and 
poloxamers and not including sulfoalkyl ether cyclodextrin. Therefore, it is within a 
skilled artisan to use the teachings of Thompson et al. for the preparation of propofol 
combined with Meadows et al. Thompson et al. teachings can be used in the 
formulation for its additional components such as choices of surfactant, ionizing 
agents, and neutralizing agents, etc. Both Chen et al., Thompson et al. provide the 
skilled asrtisan with choices of surfactant, ionizing agents, and neutralizing agents, 
etc., and any additional component needed for the formulation. 

For these reasons, and those already made of record at pages 2-1 0 of the 
previous Office Action dated July 5, 2007, of which such reasons are incorporated 
herein by reference, rejection of claims 3 and 1 8-50 remain proper and is maintained. 

Applicant's amendments and remarks have been carefully considered in their 
entirety, but fail to be persuasive in establishing error in the propriety of the present 
rejection. 

Conclusion 

No claims of the present application are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zohreh Vakili whose telephone number is 571-272- 
3099. The examiner can normally be reached on 8:30-5:00 Mon.-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/677,747 Page 7 

Art Unit: 1614 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Zohreh Vakili 

Patent Examiner 1614 May 20, 2008 



/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



